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DEPARTMENT OF HEALTH &.HUMAN SERVICES

Food and Drug Administration
Rockville MD 20857

Submission Tracking Number (STN): BLS 101106/5078

. Jack D. Love, Ph.D.
Wyeth Pharmaceuticals, Inc.
One Blue Hill Plaza, BH 21-125
Pearl River, NY 10965-8668

JUN30 2006

Dear Dr. Love:

We have received your February 10, 2006, Supplement to your Biologics License
Application for Smallpox Vaccine, Dryvax@,to include an extension of dating period for
lots 302301, 313601, 313701, 302501, 317501, 317602, 321301, and 321401 dfDryvax@
until December 31, 2006. Additionally, lot 317401 is extended until October 31, 2006.

This acknowledgment recognizes that your submission is in the form of a "Supplement-
Changes Being Effected" as described under 21 CFR 601.12(£)(2). Continued use ofthe
change is subject to final approval of this Supplement.

This Supplement has been reviewed under STN 101106/5078 and is approved effective
this date

This information will be included in your License Application File.

Sincerely yours,

~~::eir,Ph.D
Director
Division of Viral Products
Office of Vaccines
Research and Review

Center for Biologics
Evaluation and Research




